Environmental Protection Agency

Office of Pesticide Programs

eDossier Builder User Guide

Version 2.1

December 18, 2013

Prepared by:

kﬂ;‘)’NFO

Ace Info Solutions, Inc.
11490 Commerce Park Drive, Suite 340
Reston, Virginia 20191



eDossier Builder User Guide v2.1

Table of Contents
1 INTRODUGCTION. ...ttt ettt et e ettt e st e e e sttt e e s ettt e e sb et e s satbesesastateesabasessbbesesasbaesesarenas 1
1.1 SYSTEM OVERVIEW oiiiiiiiiiititiiiei e e i iiititiees s e et s ettt ee s s e et s e iabbbes e s e s e s asabbbaaa e e e s s e sabbbaaeeeeesssab bbb eeesesssabbaaaeesas 1
O U == 1] =S OO 1
T T 107 == 1
2 INSTALLATION .ttt ettt et e st e e e e eb bt e e e bt e e e s sab e e e s sab b e e s sabbasessbbesesssbaessssbaesesabenas 2
A R o == =l T ] = 2
A A 5 1] =1 = I = SRR 2
2.3 EDOSSIER BUILDER ....utiiiiiiiiiiitiiit i e sttt e e s s ettt s e e e s e st et e s e e e s s sab b e et e e s e s e sasbbabeeasesssasbbbbaeesesssasareres 5
2.3.1 1] ¥= | TR 5
2.3.2 (0] a1 101 =1 1 TR 7
3 OPEN EDOSSIER BUILDER & USING THE TOOLBAR ......oooee e 10
3.1  OPEN EDOSSIER BUILDER ......utttiiiiiiiiiiitiiiiie e e s ieititrtes e e st seibbbtese s e st saabbabaessesssebbabasssesssassbbbassseessassnenns 10
4 CREATE, EDIT, & DELETE COMPANY PROFILE ......oo oot 11
4.1 CREATE A COMPANY PROFILE ...utttiiiiiiiiiiiiiiiis e et iiiitiie s e st s eibabbee s e s s s eiaabbae s s s s s s e sabbbaassesssesbbbasseessanns 11
4.2  EDIT ACOMPANY PROFILE ..ooociitiiiiiteie ettt eetee s ettt e e e ette e e eeatee s s sabaeasabbe e e sastasessnbeeessbbessanstessesarenas 13
4.3 DELETE A COMPANY PROFILE......oiiiitiiei it e et etee e e ettt ee e s stae e s s eabe e e s antae e s srbeeesssbbesesnnteseesnreeas 14
5 CREATE, EDIT, AND DELETE A NON-EDSP PACKAGE ......ocoioiieeeeiee e 16
5.1 CREATE ANON-EDSP PACKAGE .......o ottt ettt ettt sttt e s e e s s e bba b e e e s e s s s esabbbaeesesssssabenes 16
5.2 CONTINUE A SAVED NON-EDSP PACKAGE ......ccvvttiiiiei ittt ettt eiiatene e s s esabtban e e s s sanenes 22
5.3 ADD/EDIT PACKAGE IMETADATA ...t tte i ettt ettt ettt e e ettt e e setttae s sttt e s sbaesesabateesssbeeessbbesesasaeesssarenesas 24
5.4 ADD/EDIT PACKAGE LEVEL DOCUMENTS. ... .utiiiiitiieiitiieesittieesstteeessbts s s ssasssssbbaessssbaesssnanssssasnnesas 27
5.5 OPEN PACKAGE LEVEL DOCUMENTS ...utttiiiiiiiiiiitttiie e e s sibbtte s e s e s s siabbataessesssesbbabasssesssaabbbssssesssessnenns 30
5.0 DELETE A PACKAGE ... .uiii ittt ettt e sttt e e e e e s s e bbb e e e s e s s s b bbb e e e s e s s s e b bbb eeesesssabbbbaeesesssaaberns 31
6 ADD, EDIT, & DELETE NON-EDSP APPLICATION METADATA & DOCUMENTS........ 33
6.1 PROVIDE AN APPLICATION TITLE .iiiiiiiiittttiiteeiiiiitittieeee st iiitbsteessesssabssssessesssassbasesssesssasssssesssesssasssnes 33
6.2  ADD/EDIT APPLICATION IMETADATA ...t i itie ittt e ettee sttt e sttt s stte e stte s sttt s sbae s sbaessbasssbasssbasssraeesbasssrasesbaseses 35
6.3 ADD/EDIT APPLICATION LEVEL DOCUMENTS ... .uiiitiiiiteieitieeereeestteesseessbeesssesssbassssesssressssesssrenssseneses 38
6.4  OPEN APPLICATION LEVEL DOCUMENTS ....ccctviteiittiieeetie e ettee e s etteeesetee s s ssaeaessabeeessnbeeessnnaeeessnseneeas 44
5.5 ADD AN APPLICATION ..iiitiiieiittee et itteee e ettt s e eetteeessabeeesassessesasaeeessabesesassessessseeesssbeeesasbeesesnseneesssreneaas 45
6.6  DELETE AN APPLICATION L..iuutttiiieeeiiiittetieeeessisisssstessesssasssssssssessiasssssssssesssassssssssesssassssesssesssasssnes 51
7 VALIDATE & FINALIZE A NON-EDSP PACKAGE .......coooo ottt 53
8 CREATE, EDIT, AND DELETE AN EDSP PACKAGE.......cccoooee e 55
8.1 CREATE AN EDSP PACKAGE. ... cuiiiiii ittt ettt ettt et e e s s e s s s e bbb e e e s e s s s e bbb b ae e s e s s s ssabeans 55
8.2 CONTINUE A SAVED EDSP PACKAGE ....uvviiiiiiiiiiitiiie ettt ettt bbaba s s s s ebbbban s s e s s aaanns 61
8.3 ADD/EDIT PACKAGE METADATA . .uiiittti ettt ettt e sttt e st s sttt e s sbae s sbtessbae s sbaessbasssbbessbasssbbsssbesssbasesbaseses 64
8.4 ADD/EDIT PACKAGE LEVEL DOCUMENTS. ... uuiiitiiiittiesteisitteestee s sttesstae s sbaessaasssbasssbasssraessbasssrassssanees 67
8.5 OPEN PACKAGE LEVEL DOCUMENTS ...utttiiiiieiiiiitittieeeessieitbsreeese st isbbaseessesssssbasssssesssssssssssssesssassnnns 73
9 VALIDATE & FINALIZE AN EDSP PACKAGE ......ooo oottt 75
O O 1O I =7 = SO SPR 77
10.1 o (0], = 77
10.2 N =T U 1 TR 78
R A =Y/ | = I R 79

12 CONFIGURATION. ..ottt e 82



eDossier Builder User Guide v2.1

12.1 PACKAGE STORAGE LOCATION ... .uuttiiiiieeiieiitiiitie e e s e sitbttt s e e s s s sabbaaesasssssesbbasaessesssabbesesssesssassrsnes 82
12.2 APPLICATION FONT SIZE ..viiiiiii ittt ettt sttt e e s s s st b e b e s e s e s s seab bbb e e e s e s s sesbenes 85
N R == 4 1 1F= 1 =T | AR SRRRRTN 85
A 0 | g (=] 0 1T (o] [T 86

G T = N R 87
APPENDIX A: NON-EDSP DATA FIELDS ...ttt tta et a e 88

APPENDIX B: DATA FIELDS FOR EDSP PACKAGES ..o 95



eDossier Builder User Guide v2.1

1 Introduction

1.1  System Overview

The eDossier Builder system, developed by the Environmental Protection Agency (EPA)
Office of Pesticide Programs (OPP), allows registrants to create packages for electronic
submission in a user-friendly manner and presents packages to EPA systems in a
specified format. Specifically, eDossier Builder allows registrants to create the following
packages:

Registration Packages:
e New Product Registrations
e Experimental Use Permits
e Tolerance Petitions
e Distributor Products
e *Inert Ingredient Requests
e *Pre-Applications
e *FFS Waiver Requests
* Regulatory type packages that are not supported by the current electronic submission
system.
EDSP Packages:
e Individual order responses

e Consortia response for multiple orders

The package created consists of all documents and metadata that is required by EPA to
properly process the package. Once all documents and metadata are provided, they are
packaged together and stored in a single zip file for delivery to EPA.

1.2 Purpose

The purpose of this document is to provide instructions on how to use the eDossier
Builder application. More precisely, the document provides instructions for installing the
application, configuring the application, providing company profile information, creating
a package, and completing other miscellaneous functions (e.g., viewing version
information, viewing help, etc.).

1.3 Scope

The scope of this document is limited to the eDossier Builder application. All other
applications are outside the scope of this document.

The document was developed using eDossier Builder v1.0 and will be updated as needed.
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2

2.1 Prerequisites
The prerequisites for installing eDossier Builder include the following:

Installation

e Internet Explorer version 6.0, 7.0, or higher/Mozilla Firefox version 6. 0 or
higher/Chrome Browser version15.0.874.106 m or higher (Required for installing

Adobe Air according to the installation instructions provided in section 2.2)

Adobe AIR version 3.0 or higher (Installation instructions provided below in
section 2.2). Note: Adobe AIR might have its own systems requirements, which
are out of scope of this document.

2.2 Adobe AIR
1. Open Internet Explorer and go to http://get.adobe.com/air/

2. The Adobe Air Download web page appears. Select the Download now button.

w o ib‘. fidobe - Adobe AIR

o S
[ Adobe - Adol I
P e ‘ |
&+ [ oot acobe o &[4 [x 2

[ = -
: Google| véﬂsﬁch e _oSignIn A v o @convert - [Select

,,

Adobe AIR

Store

Company

Adobe AIR 3.0 (144512

Your system:Windows, English
Different operating system?

Leamn more | System requirements | Distribute Adobe AIR

‘ ¥ Download now

You may have to temporarily disable your antivirus software.
By clicking the Downioad now button, you acknowledge that you have read and
agree to the Adobe Software Licensing Agreement

My Adobe Wy orders & Mycart Signin )

b
>

" Unknawn Zone (Mixed) 0% v

Figure 2-1: Adobe AIR Download
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3. The File Download — Security Warning window appears. Select the Run button.

File Download - Security Warning

Do you want to run or save this file?

Mame: AdobeslRInstaller, exe
Type: Application, 14, 4MB

From:  airdownload, adobe. com

[ Run ] [ Save ] [ Cancel

potentially harm your computer. [f you do not trust the source, do not

l@ whhile files from the Internet can be uzeful, thiz file tupe can
- run ar save this sofbware, What's the nsk?

Figure 2-2: File Download — Security Warning
4. The Internet Explorer — Security Warning window appears. Select the Run button.

Internet Explorer - Security Warning

Do you want to run this software?
Mame: Adobe AIR 3.0
Publisher: Adobe Systems Incorporated

More options [ Run ] [ Don't Run

while files From the Internet can be useful, this file type can potentially harm
wour computer, Only run software From publishers vou trusk, What's the risk?

Figure 2-3: Internet Explorer — Security Warning
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5. The Adobe AIR Setup window appears. Select the I Agree button.

= Adobe AIR Setup

Adobe® AIR®
d Installer Setup

ADOBE SYSTEMS INCORPORATED
Warranty Disclaimer and Software License
Agreement.

UM

| Agree Cancel

Figure 2-4: Adobe AIR — Installer Setup

While Adobe AIR is being installed, the Adobe AIR Setup — Installation Status
window appears.

= Adobe AIR Setup [;] |§|E|

: Adobe® AIR®

Installing...

Cancel

Figure 2-5: Adobe AIR — Installation Status

6. Once the installation has been completed, the Adobe AIR Setup — Installation
Completed window appears. Select the Finish button.

== Adobe AIR Setup V=13

Adobe® AIR®
d Installation completed.
Adobe AIR has been su: sfully installaed.

Finish

Figure 2-6: Adobe AIR - Installation Completed

4
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2.3 eDossier Builder

Note: Uninstall any previous versions of eDossier Builder before installing version 1.0.
Instructions for uninstalling the previous build are in section 2.3.2 (Uninstall) of this
document.

231 Install

Note: Prior to installing, Adobe AIR must be installed on your computer. If not
installed, follow the instructions provided in section 2.2 (Adobe AIR).

1. Open the eDossier Builder “exe” file.

& G:\eDossier Builder |z”§”z‘

i Fle Edit View Favorites Tools  Help a!

eEack i k-) L%; pSearch l[‘ Folders v

| Address |E} G:eDossier Builder v| o

a B nlime,
File and Folder Tasks £ | eDassietBuiderl.0.exe

29 Make a new Folder

Other Places

8 Opp-itrmd-share on
'Diecx 1 50-opp1' {G:)

ﬂ My Documents

W My Computer

q Iy Metwork Places

Details

eDossier Builder
File Folder

Figure 2-7: eDossier Builder exe File
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2. The Application Install screen appears.

Note: By default, both Installation Preference boxes are selected, and the Installation
Location is set to C:\Program Files. Deselect any of the Installation Preferences
you would like disabled. If you would like to change the location of the application,
select the folder icon and select another location.

Select the Continue button.
4 Application Install E|§|@

e-Dossier Builder

Installation Preferences
E Add shortcut icon to my desktop

E Start application after installation

Installation Location:

|C:\F‘r0gram Files | | E |

Continue Cancel

Figure 2-8: Application Install

The Application Install Progress screen appears briefly while the application is being
installed.

4 Application Install IZI@@

e-Dossier Builder

Installing application ...

Cancel

Figure 2-9: Application Install Progress
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3. Once the application has finished installing, the Application Install screen will
automatically close and the eDossier Builder Home screen appears. The application
will not open if you chose for the application to not open at the completion of

installation during step 2.

B e Dossier Builder

Home

U.5. ENVIRONMENTAL PROTECTION AGENCY
@® Help About Ml Exit

# Home 4 Settings

AAA

-

Company Info

S
- Create a New Package

Continue Saved Package

4 ’ Validate

w}

Figure 2-10: eDossier Builder Home Screen

2.3.2 Uninstall

If you would like to uninstall the application, follow the steps listed below.

1. From your computer, select Start > Control Panel.

|I'_ Micrasaft Office Word 2003 5! My Computer

Microsoft Office Excel 2003

'.-.\
s Calculator

1."? Paink

l"‘ Control Panel

@, Set Program Access and

Defaults

e1 Conneck To
—
9/] Help and Suppork

Adobe Reader 9
Ia Pictureiiewer

All Programs D

I') Search

.| Laog OFf [6| Turn OFf Computer

Figure 2-11: Open Control Panel

v2.1
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2. The Control Panel window appears. Select the Add or Remove Programs icon.

B Control Panel

File  Edit

O Back

g Taools

©

Favorites Help

l.’; pSearch [E:‘ Falders v

ﬂ" Control Panel Ed 6 %
Accessibility  Add Hardware
E} Switch ko Categary Yiew Options
i
See Also ) I’j
Display Falder Options
‘ Windows Update
@) Help and Support =
& P
Keyboard Mail

= Q

Printers and GuickTime
Faxes
9
Sounds and Speech

Audio Devices

-

Wireless
Metwaork Set...

Mebwork  Mebwork Setup Phore and  Pawer Options
Connections Wizard Maderm ...
2 2 © X
Regional and  Scanners and  Scheduled Security SigmaTel
Language ... Cameras Tasks Cenker Audio

w 9 2

Administrative  Automatic  Date and Time  Dell Wireless
Toals Updates WLAN Ca...
Lo @& &
Game InteliR) GhA Internet Java
Caontrollers  Driver For ... ©ptions

@ o b %

Syskem Taskbar and  User Accounts
Start Menu

Symankec
LiveUpdate

Windows
Firewall

Figure 2-12: Control Panel

3. The Add or Remove Programs window appears. Select eDossier Builder, and then

click the Remove button.

B Add or Remove Programs

B

Currently installed programs:

Change or ‘ﬂ Adobe AL

Remove
Programs B Adobe Flash Player 10 Activex,
|- Adobe Flash Player 10 Plugin
.% B8 adobe Reader 9.1
Add tlew Apple Application Suppart
Programs E BRI £
= Apple Maobile Device Suppart
gl ﬁ Apple Software Update
Add/Remaove ﬁ Bonjour
Windows
Components . Broadcom 440y 10/100 Integrated Contraller

|"-_'"', Compatibility Pack for the 2007 Office system

©@

Set Program
Access and
Defaults

§5 Conexant HDA D110 MDC ¥.92 Modem
i3 Dell Resource (D
§7 Dell wireless WLAN Card

&3 Digital Line Detect

© e-Dossier Builder

For support information.

[ show updates §0ftb¥':
Size  30.68ME
Size  205.00MB
Size  34.05MB =
Size 42,03ME
Size 2.16MB
Size 0.48ME —
Size 0.13MB
Size  215.00MB
Size 0.55MB
Size 3.76MB
Size 2.41MB
Size 0.24MB

Figure 2-13: Add or Remove Programs
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4. The eDossier Builder Uninstall Progress window appears as the application is being
removed from your computer. Once complete, the window will close and eDossier
Builder will no longer be listed in the Add or Remove Programs window.

e-Dossier Builder

Figure 2-14: eDossier Builder Uninstall Progress
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3 Open eDossier Builder & Using the Toolbar

3.1 Open eDossier Builder

1. Go to the location where eDossier Builder was placed during installation. By default,
and if not changed during installation, an icon is provided on the computer desktop.

2. Click on the eDossier Builder icon to open the application.

2 start € B @ | @mei-tbox-Mlot,. | /7 Windows Live Hotmail.,
Figure 3-1: eDossier Builder Icon

3. The Home screen appears.

© e Dossier Builder EI@@

l'»ﬂa‘\\ U.5. ENVIRONMENTAL PROTECTION AGENCY
\%«Z:,-" AAA @& Home 5 Settings @ Help About g Exit

Home

\ .

\.
ﬁ&" Company Info
A

e
=
- Create a New Package

: Continue Saved Package

-~ ; Validate

v

Figure 3-2: Home Screen

10
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4  Create, Edit, & Delete Company Profile

4.1 Create a Company Profile

Company Profile is the name given to the profile created in the ‘Company Info’ screen.
This field can have numeric or string values, or any combination (e.g., alpha01). A
minimum one Company profile is mandatory for creating an electronic package.

1. From the Home screen, select the Company Info button.

B e Dossier Builder g@@
Ifa\l U.5. ENYIRONMENTAL PROTECTION AGENCY
'é‘é:‘/’ AAA @& Home £ Settings @ Help  About W Exit

Home

.2

\.
@" Company Info
FHETES

ey
=
- Create a New Package

: Continue Saved Package

= ) Validate
'\GV

&

Figure 4-1: Company Info Selection

11
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2. The Company Profile screen appears. Complete all required fields (*) and any of
the other fields as necessary, and then select the Add Profile button.

Note: The Company and Contact Details are not meant to be the official company
contact information.

[] - Dostier w105 =1 )
fan .5, ENVIRONMENTAL PROTECTION AGENCY
b A A A & Home o Settings @ Help About o Exit

Homa» Company Profie

Company Infarmation .
Profile Hame Company Hame Company Humber Contact Nam

Clearvwnster Clearwater Chermical 123345
Clearvaater 123455
Profile 1 12345

Edit Profile | Delete Profile

Profile Name «
Deg:m Hmmcary Dasowbon b Spbonsl ke el e by meeny. nod

Figure 4-2: Company Info Screen

3. The information entered is now provided in the Company Information table as shown
below. Repeat step 2 if you would like to provide additional profiles. If no other
company profiles are needed, select Home from the tool bar provided at the top of the
screen.

IF‘\I U.S5. ENVIRONMENTAL PROTECTION AGENCY
N AAA @ Home i Settings @ Help About Wi Exit
Sy

Homep Company Profile
Company Information

Profile Name Company Name Company Number Contact Name Title

Profile 1 Jon Doe's Chemical 12345 Jon Doe Chemical Specialist |-~
Profile 2 Jon Doe's Chemical 54391 Jon Doe Chemical Specialist EL
Profile 3 Jon Doe's Chemical 010203 Jane Doe Chemist

l Edit Profile H Delete Profile J

Figure 4-3: Company Info Added

12
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4.2 Edit a Company Profile

1. From the Company Profile screen, select a profile that is provided in the Company
Information table, and then click the Edit Profile button.

8 e Dossier Buildar

/a U.S. ENVIRONMENTAL PROTECTION AGENCY
ey
| prc AAA @ Home £ Settings @ Help About i Exit

Home p Company Profile
Company Infermation

Profile Name Company Name Company Number Contact Name Title

Profile 1 Jon Doe's Chemical | 12345 Jan Doe Chemical Specialist =
Praofile 2 Jon Doe's Chemical 94321 Jan Doe Chemical Specialist :
Profile 3 Jon Doe's Chemical 010203 Jane Doe Chemist it

Edit Profile Delete Profile |

Figure 4-4: Edit Company Info

2. The previously entered profile name and company and contact details are provided in
their associated fields located below the Company Information table. Make any
required changes, and then select the Save Profile button.

e-Dossier V105 (= Bl
% U.5. ENVIRONMENTAL PROTECTION AGENCY
AAA @ Home & Settings @ Help About jf Exit

Home» Company Profile
Company Information B

Profile Name Company Name Company Number Contact Nam
Clearwater Clearwater Chemical 12345

Clearwater1 123456

Profile 1 12345

Profile Name # Profile 1

(Company Desaiptian is Opticnal for internal use by company, nof

Description

Company Details

Company Name

Company Number # 12345

Country
Contact Details

Name -

-

r hd
o I ] O

< Save Profile D| Cancel

Figure 4-5: Save Company Profile Changes

13
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3. The company profile changes are saved and the profile information is provided in the
Company Information table.

8 e Dossier Builder

U.5. ENVIRONMENTAL PROTECTION AGENCY
AAA @& Home I Settings @ Help About ¥ Exit

Home p Company Profile.
Company Information
Profile Name Company Name Company Number Contact Name Title

Profile 1 Jon Doe's Chemical 12345 Jon Doe

 JonDoe's Chemical 54321 JonDoe  Chemical Specialist =

Frofile 3 ~ Jon Doe's Chemical | 010203 Jane Doe .  Chemist a
Edit Profile || Delete Profile |

. Chemical Specialist .

Figure 4-6: Updated Company Profile

4.3 Delete a Company Profile

1. From the Company Profile screen, select a profile that is provided in the Company
Information table, and then click the Delete Profile button.

8 e-Dossier Builder, EIIEIFXI

U.S. ENVIRONMENTAL PROTECTION AGENCY
AAA 4@ Home 2 Settings @ Help About § Exit

Home » Company Profile
Company Information

Profile Name Company Name . Company Number . Contact Name . Title

Profile 1 ' Jon Doe's Chemical 12345 Jon Doe Chernical Specialist | *
Frofile 2 Jon Doe's Chemical 54321 Jon Dae Chemical Specialist %
Profile 3 Jon Doe's Chemicél 010203 Jane Doe Chemist. K3

[ Edit Profile Delete Profile [

Figure 4-7: Company Profile Delete

2. The Delete window appears asking if you want to delete the profile. Select the Yes
button.

Delete

A :
a Do you want to delete the profile?

Figure 4-8: Delete Window

14
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3. The previously provided company profile is removed from the Company Information
table as shown below.

B e-Dossier, Builder

l Edit Profile H Delete Profile ]

Figure 4-9: Company Profile Deleted

15

| 3 U.S. ENVIRONMENTAL PROTECTION AGENCY
.M AAA & Home & Settings @ Help About i Exit
Home p Company Profile
Company Information
Profile Name Company Name Company Number | Contact Name Title
Profile 1 Jon Doe's Chemical 12345 Jon Doe Chemical Specialist
Profile 2 Jon Doe's Chemical | 54321 Jon Doe

Chemical Specialist

v2.1
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5 Create, Edit, and Delete a Non-EDSP Package

5.1 Create a Non-EDSP Package
1. From the Home screen, select the Create a New Package button.

3 e-Dossier Builder

Figure 5-1: Create a New Package

16
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2. The Confirmation Page appears. Click on the No button for creating a Non-EDSP
package.

RONMENTAL PROTECTION AGENCY

Figure 5-2: Create a EDSP Package Yes or No

17
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3. The New Package for Non-EDSP Orders screen appears. Complete all required
fields (*) and any of the other fields as necessary, select the applicable Regulatory
Type (i.e., Product Registration — Section 3) and Application Type (i.e., New
Registration and the number of applications to be added under each type), and then
select the Next> button.

U5, EMVIRONMEMTAL PROTECTION AGENCY
5 # Help Aot i Exit

18
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The Document for the Package screen appears. Complete all required fields (*) and
any of the other fields as appropriate, and then select the Add Document button.

Note: A Package is the entire collection of documents/files being submitted at one
time. A Package will include one or more applications each to fulfill a specific
regulatory need (e.g., applications to register a section 3 product or EUP, application
to amend section 3 registrations, or to submit a petition to establish tolerances).

Documents at the package level will apply to the entire set of one or more
applications and typically include cover letters, fee payment receipts and OECD
Dossier documents.

Documents at the application level will include the forms, labels, studies and other
supporting documents/files specific to an individual application.

e-Dossier V1.05 EI@
e U.5. ENVIRONMENTAL PROTECTION AGENCY
AAA @& Home £ Settings @ Help About W Exit

Home» Package [Chemical D Product Registratio...]» Documents

Documents for the Package
Package Name Chemical D Product Registration

Document Type *| Submission Cover Letter cal

Company Document Number

Document Location # C:\Users\SEAU\Documents'\e-dossie'ABCD Chem Co - Browse ...
Document Date =
Document Group {Document Group is Optional, Future Use, not Gumently used by EPA)
Admin Number 14792

Contains CBI? #») Yes _ No

Comments {Comments sre Optional, Future Use, not Cumently used by EPA)

Documents  [1]

=

Add Document View Summary

Figure 5-4: Add Package Document

19
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5. The document information is provided in the Documents table as shown below.

Note: When adding multiple documents, the last document added will be placed at the
bottom of the Documents table. Additionally, documents are not officially attached

until the package is

Repeat step 4 if you would like to add additional documents to the package. Once
you have added all of the documents, select the View Summary button to continue.

finalized.

e-Dassier V1.05

Document Type
Study Profile

AAA @&

Home} Package [Chemical D Product Registratio...]» Application [Sec 3 -New]» Documents

Document Group

Contains CBI? =) Yes () No
Comments
Documents:  [1]
Document# File Name

(===

U.5, ENYIRONMENTAL PROTECTION AGENCY

Home % Settings @ Help About Wi Exit

(Document Group is Optienal, Future Use, not Cumently used by EPA)

{Camments are Optional, Future Use, not Currently used by EPA}

Location Title

Chemical D - study profile.dot C\Users\SEAU\Documentsie-dc

[4]

(]

J Ol

|| Mark for review

-

| Add Document | @

Figure 5-5: Package Document Added

20
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6. The Package [Title] screen appears listing the package details, application
information, and documents.

If you would like to provide or edit package metadata, follow the steps provided in
section 5.3 (Add/Edit Package Metadata). If you would like to provide or edit
package level documents, follow the steps provided in section 5.4 (Add/Edit Package
Level Documents).

If you would like to provide and/or edit application metadata and documents, follow
the steps provided in section 6 (Add, Edit, & Delete Non-EDSP Application Metadata
& Documents).

If you would like to finalize the package without adding or editing application
metadata and documents, follow the steps provided in section 7 (Validate & Finalize
a Non-EDSP Package).

e-Dossier V1.05 =n =R
U.5, ENVIRONMENTAL PROTECTION AGENCY
AAA @ Home i Settings @ Help About i Exit
Home» Package [Chemical B Product Registratio...]
¥ Chemical B Product Registratior Package Details: | Add / Edit
{=| EUP-New-1 Chemical B Product
Package Name Registration
Description i
Email :  sample@company.com
Is PRIA : No
Contact Profile : Profile 1
Application List:
MName Application Type Regulatory Type
i i : . Experimental Use Permit -
EUP-New-1 |New Registration Section 5
Documents: | Add / Edit
Contains
Type CRI? Name
Submission NoO ABCD Chem Co - Submission cover
Cover Letter letter.docx
| Add | | Validate

Figure 5-6: Package [Title] Screen
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5.2 Continue a Saved Non-EDSP Package

1. From the Home screen, select the Continue Saved Package button.

8 e Dossier Builder,
“a

Home

AAA & Home

Company Info

EBIX

U.5. ENVIRONMENTAL PROTECTION AGENCY
2 Settings

@® Help About g Exit

e
- Create a New Package

: Continue Saved Package

= } Validate

W

Figure 5-7: Continue Saved Non-EDSP Package
The Open Package screen appears and provides a listing of all packages. Click on

one of the packages listed, and then select the Open button.

B e Dossier Builder

Home p Open Package

Package Name

Chemical B Product Registratio
Jon Doe Chemical Package
ABCD Dist Product & Chem Re

Chemical C Product Registratio

2

1

EEX
U.S. ENVIRONMENTAL PROTECTION AGENCY
AAA @ Home £ Settings @ Help About Wl Exit
Description No of App Finalized
1 [
1 =1

YWed, Jun 2, 2010 3:31 PM

-
0 (
i

Wed, Apr 28, 2010 11:23 AM

D

Fri, Mar 19, 2010 12:42 AM

Figure 5-8: Open Package Screen
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3. The Package [Title] screen appears. Continue with the creation of the package.
e-Dossier V1.05 [E=5(EcR 50

U.5. ENVIRONMENTAL PROTECTION AGENCY
AAA @& Home & Settings @ Help About uf Exit

Homed Package [Chemical B Product Registratio...]

v Chemical B Product Registratior Package Details: | Add / Edit

1= EUP-New-1 . Chemical B Product
Package Name *  Registration

Description :
Email :  sample@company.com
Is PRIA : No
Contact Profile : Profile 1
Application List:
Name Application Type Regulatory Type
i i " : Experimental Use Permit -
EUP-New-1 |New Registration Section 5
Documents: | Add / Edit
Contains
Type CBI? Name
Submission No ABCD Chem Co - Submission cover
Cover Letter letter.docx

| Add ]| Il Validate

Figure 5-9: Package [Title] Screen
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5.3 Add/Edit Package Metadata

1. From the Package [Title] screen, select the Add/Edit button provided next to
Package Details.

e-Dossier V1.05 = EEE |

F @ U.5. ENVIRONMENTAL PROTECTION AGENCY
o
Ryt AAA @ Home &% Settings @ Help About g Exit

Home ) Package [Chemical B Product Registratio...]

¥ Chemical B Product Registratior Package Details{| Add / Edit )

{=/EUP-New-1 . Chemical B Product
Package Name *  Registration

Description i
Email :  sample@company.com
Is PRIA : No
Contact Profile : Profile 1
Application List:
MName Application Type Regulatory Type
15 2 : . Experimental Use Permit -
EUP-New-1 |New Registration Section 5
Documents: | Add [ Edit
Contains
Type CBI? Name
Submission No eDossier Builder User Guide
Cover Letter v2.1.docx

| Add | I Validate

Figure 5-10: Package Details Add/Edit
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2. The Package Info screen appears. Make desired changes, and then select the View
Summary button to return to the Package [Title] screen.

If you would like to provide or edit package documents, select the Next> button and
go to step 2 of section 5.4 (Add/Edit Package Level Documents).

Figure 5-11: Edit Package Info
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3. The Package [Title] screen appears and the changes made are provided in Package

Details.

'[7) e-Dossies v 105 T
‘an U5, ENVIRONMENTAL PROTECTION AGENCY

aAA & Home & Settings @ Help About § Exit

Homa e Package [Chemical D Preduct Registratio..)
» Chermical D Product Registration. Package Detais: | Add | Edit

|= EUP-Hew-1 . Chemical D Product
Package Name *  Registration
Description -

Ernail ¢ sample@oompany.com
Is PRIA 1 Mo
Contact Profile : Profile 1
Application List
Name Application Type Regulatory Type

. ” M Experimental Use Permit -
EUP-New-1 |New Registration caction 5

Documents: | Add | Edit |

oo [
Submission [ |ABCD Chem Co - Submission cover
Cover Letter letter, dock

lw ‘ Diglete Jlm

Figure 5-12: Package Info Change
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54 Add/Edit Package Level Documents

1. From the Package [Title] screen, select the Add/Edit button provided next to

Documents.

[] e Dossier V185
o WS, ENVIRONMENTAL FROTECTION AGENCY
i‘ﬁ“.-} a A A @& Home & Senings & Help About il Exit
Homat b Package [Chemical I Product Regisirato_]
¥ Chermical D Product Registration. F'ackage Detads: | Add f Edit

[= EUPHew-1 Chemical D Product
Package Name Registration
Description
Emaail sample@company.com
Is PRIA Mo
Contact Profile Profile 1
Appde aton Lt
Mame Application Type Regulatory Type
_ - f Experimental Lise Permit -
EUP-Mew-1 |Mew Registration caction 5
Drocurments [ Add J Edit
| Type |C°£'é?al; " Name
Submission |N¢ WBCD Chem Co - Submission cover
Cowier Lettes letter.doc
Add | Validate
L J JL

Figure 5-13: Package Document Add/Edit

27

v2.1



eDossier Builder User Guide v2.1

2. The Documents for the Package screen appears. Add another document or make
changes to a previously added document by selecting the document and clicking on
the Edit Document button. When editing a previously added document, be sure to
select the Save Document button when finished.

If you would like to delete a document, select the Delete Document button.
When complete, select the View Summary button.

Note: If adding multiple documents, the last document added will be placed at the
bottom of the Documents table.

Note, the documents are not officially attached until the package is finalized.

e-Dossier V105 o) e
U.S. ENVIRONMENTAL PROTECTION AGENCY
AAA @ Home 4 Settings @ Help About  Jf Exit
Homep Package [Chemical D Product Reqgistratio...]» Application [Sec 3 -New]» Documents

Document Group {Document Group is Optional Future Use, not Cumently used by EPA)
Contains CBI? = _ Yes (_ No
Comments {Comments are Optional, Future Use, not Cumently used by EPA)
Documents: [1]
Document Type Document# File Name Location Title
Study Profile Chemical D - study profile dot( C:\Users\SEAU\Documents'e-dc
[ ol

|| Mark for review | Add Document J @Sum@

Figure 5-14: Edit Package Document
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3. The Package [Title] screen appears and the changes made are provided in
Documents.

e-Dossier V1.05 =R )

Homep Package [Chemical D Product Registratio...]

U.5. ENVIRONMENTAL PROTECTION AGENCY
AAA @& Home 4 Settings @ Help About i Exit

v Chemical D Product Registratiol Package Details: | Add / Edit

[= EUP-New-1 . Chemical D Product
Package Name *  Registration

Description :
Email : sample@company.com
Is PRIA : No
Contact Profile : Profile 1
Application List:
Name Application Type Regulatory Type
i i " : Experimental Use Permit -
FUP-New-1 |New Registration Section 5
Documents: | Add / Edit
Contains
Type CRI? Name
Submission No BCD Chem Co - Submission cover
Cover Letter letter.docx

| Add || | Validate

Figure 5-15: Package [Title] Screen

29



eDossier Builder User Guide

5.5 Open Package Level Documents
Note: This can only be completed if you have attached documents to the package.

1. From the Package [Title] screen, click on a document name provided in the
Documents table.

[ epomiervies =
KE'\ U.5. ENVIRONMENTAL PROTECTION AGENCY
S AAMA @& Home 45 Settings @ Help About  of Exit
Hemer Package [Chemical D Prodsct Regisiratio..)
¥ Chemical D Product Registration Fackage Details: | Add ! Edit

[= EUP-Hew-1 Chemical D Product

Package Name Registration
Description ]
Email ¢ sample@company.com
Is PRIA i Mo
Contact Profile : Profile 1

Apphe abon Lest
|  Mame | Application Type | Requlatory Type |

E i . ; Experimental Use Parmit -

|EUF" New-1 |Mew Registration cocHon 5 |

Documents: | Add [ Edit

Contains v
Type CBI? S |
Submission No i - ission
Cover Letter letter, docx
Add Validate
s . Lt .

Figure 5-16: Select Package Document
2. The File Download window appears. Select the Open button.

File Download E|
Do you want to open or save this file?

@_,j Marne:  ABCD Chern Co - Submission Cover Letker.doc
Type: Microsoft Word Document, 19,5K6
From: C:Documents and Settings' Chris'Desktop...

[ Open ] Save ][ Cancel l

Always azk before opening this type of file

harrn pour cormputer. IF pou do not trust the gource, do not open or

|® ‘while filez from the Intermet can be useful, some files can potenhally
b,
= save this file. What's the risk?

Figure 5-17: File Download Window
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3. The document opens in Internet Explorer as demonstrated below.

/2 C:\Documants and Sett s\Wosktop\fPA OP wilder\VARCD € n Co - Submission Cove - Windows Intarnet [xplorer

Pl Cdk view  dnsert  Format  Todks  Table GO o Fawirkes  Heb

X Google| o] sench - b - - | @shwe T 0 sdow - | W cowk - e - ase - & @ -
i Fovornes | <ls. [ Pern: Stobs MRLary Liors Fon.. 8] Suspectend Sies = (8] Froms Holmall 8] Web Shce Gsbery + [ My NetZero. 1 NelZero E-mad o U Wb
J-mmm-mmm —] fi = B D d - roges Sofetye T

Figure 5-18: Package Level Document

5.6 Delete a Package
1. From the Home screen, select the Continue Saved Package button.

ssier Builder

Figure 5-19: Continue Saved Package
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2. The Open Package screen appears. Select the Delete (trash can) button for the
package you would like to delete on the right side of the screen.

) e-Dossier Builder

U.S. ENVIRONMENTAL PROTECTION AGENCY
AAA @ Home & Settings @ Help About # Exit

Home » Open Package

Package Name Description Mo of App Finalized

Chemical C Product Registratio 1
Jon Doe Chemical Package 1

Test Package? 1 Tue, Mar 2, 2010 10:20 Ak

Test Package #1 This i= a test package. a

Figure 5-20: Package Deletion

3. The Delete window appears asking if you would like to delete the package. Select the
Yes button.

&=k E0 &0

=0

Figure 5-21: Delete Window
4. The Open Package screen refreshes and the deleted package is no longer provided.

3 e-Dossier, Builder

U.S,. ENVIRONMENTAL PROTECTION AGENCY
aAA @ Home & Settings @ Help About f Exit

Home » Open Package

Package Name Description No of App Finalized

Cherical C Product Registratio 1
Jon Doe Chemical Package 1

Test Package? 1 Tue, Mar 2, 2010 10:20 A

|
|
|

Figure 5-22: Package Deleted
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6 Add, Edit, & Delete Non-EDSP Application Metadata &
Documents

6.1 Provide an Application Title

1. From the Package [Title] screen, click on one of the Application Types listed in the
tree view on the left side of the screen.

5] e-Dossier V105 = e
.('ra-"‘ul U.5. ENYIRONMENTAL PROTECTION AGENCY
hore ahA A & Home g Settings @ Help About g Exit

Homeb Package [Chemical D Product Registratio.)

Riegistratios F'ac'-:agebe’.a:ls .i.d&f.Edi‘l“

Chemical D Product

Package Name

Registration
Description -
Email . sample@oompany.com
Is PRIA . Mo
Contact Profile ¢ Profile 1
Apphcation List
| nName | Application Type | Regulatory Type l
| = N T Experimental Use Permit - |
IELIF| New-1 |New Registration Sectlon 5

Figure 6-1: Application Type Selection

2. The Application Type details, metadata, and documents appear on the right side of
the screen as shown below. Select the Add/Edit button provided next to Application
Details.

[=] e-Dossier v1.05 =n e
{E‘\I‘. U.5. ENVIRONMENTAL FPROTECTION AGENCY

ah A & Home & Settings @ Help About i Exit
Home s Package [Chemscal D Prodect Registratia.]

* Chemical D Product Registratios. Application Details; | Add § Edit

|7 |EUP-New-1 Name . EUP-New-1
Description :
Email . sample@company.com
Application Type :  Mew Registration
Regulatory Type : Experimental Use Permit - Section 5

Applcaton Metadata | Add | Edit)

Documents: | Add | Edit

Mo Documents

Figure 6-2: Application Details Add/Edit
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3. The Application Information screen appears. Enter a new name inside the
Application Name field, and then select the View Summary button.

If you would like to provide or edit the Application Metadata, select the Next> button
and go to step 2 of section 6.2 (Add/Edit Application Metadata) to continue.

Figure 6-3: Application Information

4. The Package [Title] screen appears and the Application Name is changed to the name
entered in step 3.

U.5. ENVIRONMENTAL PROTECTIOMN AGENCY

b Help ut Exit

¥ Chemicla B Product Registratior | Applcation Detads: | Add | Edit
=] MName :  EUP New Registration
Description .

Email :  sample@company.com
Application Type : New Registration
Regulatory Type : Experimental Use Permit - Section 5

Applcation Metadata: l“‘" Edit|

Documents: | Add | Edit

No Documents

Figure 6-4: Application Name Change
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6.2 Add/Edit Application Metadata

1. From the Package [Title] screen and the Application selected, click on the Add/Edit
button provided next to Application Metadata.

[+] e-bcasier v 185 = |5 e
-/E-\l U.5. ENYIRDONMEMNTAL PROTECTION AGENCY
ey amB & Home ¥ Settings @ Help About | Exit

Hiomee s Package [Chemicall [ Progscd Regisiratio_]

v Chemical D Product Registratioe) Apphcation Detads: | Add | Edit

|- EUP-Mew-1 Mame 1 EUP-Miew-1
Description
Email » sampledicompany.com
Application Type : New Registration
Regulatory Type : Experimental Use Permit - Section 5
Application r.'tlad.al

Documents: | Add [ Edit
Mo Documents

Figure 6-5: Application Metadata Add/Edit

2. The Application Metadata screen appears. Complete all required fields (*) and any
of the other fields as necessary. If you would like to return to this screen later, select
the Mark for review box provided on bottom left side of the screen.

Select the View Summary button to return to the Package [Title] screen.

If you would like to provide or edit the Application Documents, select the Next>

button and go to step 2 of section 6.3 (Add/Edit Application Level Documents) to
continue.

(=] e-Dossier V105 ==
(a\. U5, ENVIRONHMENTAL PROTECTION AGENCY
; AAA @ Home > Settings @ Help  About i Exit
Homas Package [Chemicla B Prodect Regestratio..] s Applcation [EUP Hew Registration]s Experinsestal Use Permil - Section 5

Experimental Use Permit - Section §
Regulatory Type  Experimertal Use Permit - Section 5
Application Type  Mew Registration

ProductRisk Manager » 07
Adman Number 0172789
I this an indial submission? = .-, Yes _ Mo

DescriptionRemanks (Dription Ramana  Optonsl Futes U, not Cunendy wed by BPA)
Mo v et > CTiow Summany
ik ik A = -

Figure 6-6: Application Metadata Screen
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3. The Package [Title] screen appears and the Application Metadata information is
updated with the information entered in step 2.

U.5, ENYIRONMENTAL PROTECTION AGENCY

AAA @& Home % Settings @® Help About

¥ Chemicla B Product Registratior| Application Details: | Add / Edit

=] Name : EUP New Registration

Description
Email : sample@company.com
Application Type : New Registration
Regulatory Type : Experimental Use Permit - Section 5

Application Metadata:
InitialSubmission : Yes
AdminNumber : 017289
RiskManager  0F
Description

Documents: | Add / Edit
No Documents

Figure 6-7: Application Metadata Added

4. On the Application Metadata screen. If you would like to return to this screen later,
select the Mark for review box provided on bottom left side of the screen. Select
“View Summary’ button to go to Package[Title] screen.

Figure 6-8: Application Metadata Mark for Review
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5. The Package [Title] screen appears and the Application Metadata information is
updated with “*This section is marked for Review’. Select the Validate button to go to
the Validate screen.

& vl [S=S|S05)

(2] & Dossierv 105 E=3 EeN ===
o U.5. ENVIRONMENTAL PROTECTION AGENCY
'\:-‘:.7 Ak A 4 Home 4 Settings ® Help About M Exit

Home b Packags [Chemicls B Product Registiata_)

* Chemica B Product Registratior| Application Detads: | Add / Edit |

|- "ELP Mew Registration MName :  EUP New Registration
Description
Email :  sample@company.com
Application Type : New Registration
Regulatory Type : Experimental Use Permit - Section 5

Applicabon Metadata: | Add / Edit

This section is marked for Review

AdminMumber  : 017289

RiskManagear : OF
Description

Documents: | Add | Edit|
Mo Documents

Lﬁd’d I Delete [ Validate

Figure 6-9: Application Metadata Marked for Review
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6. The Validate screen a message stating ‘Application [Title] has been marked for
review’. Click ‘Review’ button to review the application and ‘Finalize’ button to

6.3

finalize the package.

U.5. ENYIRONMENTAL PROTECTION AGENCY
i# Settings @ Help About il Exit

aAA
Home p Package [Chemical C Product Registratio...] » Validate

% Home

Package Validation Summary

Package Mame: Chemical C Product Registration
Application Count:. 3

7 plication [Sec3-MNew-1] has been marke@

l Review J l Finalize

Figure 6-10: Marked for Review

Add/Edit Application Level Documents

v2.1

1. From the Package [Title] screen and the Application selected, click on the Add/Edit

button provided next to Documents.

(] e-Desiervirs = =
/’E\..I UW.5 ENYIRONMMENTAL FROTECTION AGENCY
*\tf'r ad A & Home @ Settings @ Help About o Exit

Hemik Package |Chmicha B Progect Regisiratio.

v Chemicla B Product Registratior| Application Detais: | Add I Edit

|- EUF New Regetraton Name ¢ EUP New Registration
Description
Email : sample@oompany.com

Application Type :©  MNew Registration
Regulatory Type @ Experimental Use Permit - Section 5

Apphication Metadata: | Add I Edit

Initial3ubmission : Yes

AdminNumber o 017289
RiskManager > 07
Description :

Drocurment -

Mo Documents

Figure 6-11: Application Documents Add/Edit
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2. The Documents for the Application screen appears.

If adding a new document, complete all required fields (*) and any of the other fields
as necessary. If you would like to return to this screen later, select the Mark for
review box provided on bottom left side of the screen. When complete, select the
Add Document button.

If you would like to make changes to a previously added document, select the
document and click on the Edit Document button. When finished, be sure to select
the Save Document button when finished.

If you would like to delete a document, select the document and click on the Delete
Document button.

U.5. ENVIRONMENTAL PROTECTION AGENCY
i Help Exit

Figure 6-12: Add Application Document
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3.

If you added or edited a document, the document information is provided in the
Documents table as shown below. If you deleted a document, it is no longer listed in
the Documents table.

Repeat step 2 if you would like to add additional documents to the application.

Note: If adding multiple documents, the last document added will be placed at the
bottom of the Documents table. Additionally, documents are not officially attached
until the package is finalized.

Once you have added or edited documents, select the View Summary button to
continue.

Dacuments: 1]
Document Type Document# File Name Location
Stuchy Profile Chemical D - Study Profile.do C:\Documents and Settingsi\Chri
L wm T I+
| Copy Document Il Edit Document il Delete Document |

|| Mark far review | Add Document | m

Figure 6-13: Application Document Added

4. The Package [Title] screen appears and the document information provided in step 2

is listed under Documents.

e-Dossier V1.05 = R
o

U.5,. ENVIRONMENTAL PROTECTION AGENCY
AAA & Home 5 Settings @ Help About g Exit

Home» Package [Chemical B Product Registratio...]

v Chemical B Product Registratior, Application Details: | Add / Edit |

{= EUP New Registration Name :  EUP New Registration
Description
Email : sample@company.com
Application Type : New Registration
Regulatory Type : Experimental Use Permit - Section 5

Application Metadata: | Add / Edit

InitialSubmission : Yes
AdminNumber : 017289
RiskManager : 01
Description :

Documents: | Add / Edit

Contains
Type CBI? Name/MRID
Study Profile No Chemical D - study profile.docx

| Add || Delete | Validate

Figure 6-14: Package [Title] Screen
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5. On the Document Metadata screen. If you would like to return to this screen later,
select the Mark for review box provided on bottom left side of the screen. Select
“View Summary’ button to go to Package[Title] screen.

Document Type

Document#

# Settings @ Help About

File Name

Location

Study Profile

Chemical D - study profile.dot

C:\WUsers\SEAU\Documents\e-dc

Figure 6-15: Document Metadata Marked for Review
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6. The Package [Title] screen appears and the Documents information is updated with
“*This section is marked for Review’. Select the VValidate button to go to the Validate
screen.

] e-Dowsier V105 [ | ]

(—n«.\ U.5. ENYIRONMENTAL PROTECTION AGENCY

A8 B @& Home £ Settings @® Help About M Exit

Homer Package [Chemical B Product Registratio..]

 Chemical B Product Regisiratior| Application Details: | Add / Edit

[-1"EUP New Registration Name :  EUP New Registration
Description 1
Email : sample@company.com
Application Type : New Registration
Regulatory Type :©  Experimental Use Permit - Section 5
Application Metadata ﬂfﬂ.
InitialSubmission : Yes
AdminNumber o 017389
RiskManager . 1 ] |
Description

Documents: | Add | Edit
*This section is marked for Raview

Type 'E"C’"E‘;‘F Name/MRID
Study Profile  [No Chemical D - study profile docx

lMﬂ I Dﬂmhvﬂm

Figure 6-16: Document Metadata Marked for Review
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7. The Validate screens a message stating ‘Application [ Title] has been marked for
review’. Click ‘Review’ button to review the application and ‘Finalize’ button to
finalize the package.

¥ e Dossier Builder lm

U.5. ENVIRONMENTAL PROTECTION AGENCY

A AA & Home i# Settings @ Help About W Exit

Home p Package [Chemical C Product Registratio...] » Validate

Package Validation Summary

Fackage Mame: Chemical C Product Registration
Application Count: 3

7 plication [Sec3-MNew-1] has been marke@

l Review J l Finalize

Figure 6-17: Marked for Review

8. Once all applications, metadata, and documents have been added, the package can be
finalized following the steps provided in section 7 (Validate & Finalize a Non-EDSP
Package).
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6.4 Open Application Level Documents
Note: This can only be completed if you have attached documents to an application.

1. From the Package [Title] screen and an Application selected, click on a document
name provided in the Documents table.

1
[2] e-Dossies ¥ 185 T
..'"' e

U5, ENYIRONMENTAL PROTECTION AGENCY
'*::-"' aAA & Home £ Settings @ Help About o Exit
Homat Package [Chemical B Prodsct Registrabo. ]

v Chemical B Product Regestratcs | Appcation Detasls: | Add | Edit

|- EUP Mew Registration Name : EUP New Registration
Description
Email o sample@company.com
Application Type : New Registration
Regulatory Type : Experimental Use Permit - Section 5
Apphcation Metadata: | Add | Edit
InitlalSubmission : Yes
AdminMumber : 0172849
RiskManager rm
Description
Documnents: | Add | Edit
Type |‘3“é‘ﬂt_?7',”5: Mame/MRID

[Study Profile  [Mo  cjChemical D - study profile.doci

| Add Delete I WValidate

Figure 6-18: Select Application Document for Opening
2. The File Download window appears. Select the Open button.

File Download X

Do you want to open or zave this file?

@_,j Mame: Chemical D - Study Profile.doc

Type: Microsoft Word Document, 19.5KE
From: C:Documents and Settings'.Chris'Desktop'....

<]_ Open _]::{ Save ]I Cancel ]

[w] &dweays ask before opening this tpe of file

harrm pour corpuker. [F pou do naot trugt the source, do not open or

|® While files fram the Intermet can be useful, some filez can potentially
b,
= zave this file. Wwhat's the risk?

Figure 6-19: File Download Window
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3. The document opens in Internet Explorer as demonstrated below.

cuments and Sellings\Chris\DeskloptPA OPMeDossier Builder\Chemical D - Study Profile. doc - Windows Inlernel Explorer

e B cponments and settiasichistoesbacelEn oflgCossier Bubderihemical & - Study Proffe o SICIE:: |

Fle ES View Inserl Fomat Touk Table GoTo Favrkes Hel

x Google v | Mseach - o g0 - e | Eshare s BB L) S - | W Check - ba Ty - %A - & & -
i Favorites ks [ Penn Sate betany Lions Fo.. @) sw @ FronHomod @ = vy wietzere [ betZoro E-mad on the Wb

| 48 chmical 0 - Stucy profie fi- B L o Page- Sty T
HIRNE = NEWETTE RN NI TN e AR AR We RN | AR K LR Ao |

i A4 Hormal = Toves e Boven = 12 = B £ 11 [BE3 38 M8 3= |12 i= E R[] - %- A -

i Pl Shoviog ko Sz | #2 3d d o b o Ao ) s

0] R 0 - - -1 - -2 . AT ¥

CHEMICAL D = STUD Y FROFILE DOCTIMENT

Figure 6-20: Application Level Document

6.5 Add an Application

1. From the Package [Title] screen, click on one of the applications listed in the tree
view provided on the left side of the screen or select the Package name on left side of
the screen, and then select the Add button.

[=] e-Dossier V105 [ e
|®| U.5. ENYIROMMENTAL PROTECTION AGENCY
w a A A 4 Home £ Settings & Help About # Exit

Homes Package [Chemical D Product Regisiratio.)

v Chemical D Product Registration Application Details: | Add ! Edit

|= EUP New Registration Mame ! Sec 3 -New

Description :
Email 1 sample@company.com

Application Type : WNew Registration
Regulatory Type : Distributor Product

Application Metadata: | Add | Edit

ParentSection3Number :
ProductMame : Test
RiskManager o 173
Description :

Documents: khdd I En:liltJ

Type c“gé‘i';“s Name/MRID

Study Profile  |No IChemical D - study profile.docx

((Add J| Delete | Validate

Figure 6-21: Add Application
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2. The New Application screen appears. Complete all required fields (*) and any other
fields as necessary. Select suitable ‘Application Type’ and Regulatory Type’ from
the drop down menu. Select the ‘“Next >’ button and go to ‘Application Metadata’

screen.

U.S. ENVIRONMENTAL PROTECTION AGENCY

AAA & Home 1% Settings ® Help About

sample@company.com

Figure 6-22: Add Application
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3. The Application Metadata screen appears. Complete all required fields (*) and any
of the other fields as necessary. If you would like to return to this screen later, select
the Mark for review box provided on bottom left side of the screen.

Select the View Summary button to return to the Package [Title] screen.

If you would like to provide or edit the Application Documents, select the Next>
button and go to ‘Documents for Application’ screen.

Figure 6-23: Add Application
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4. The Documents for the Application screen appears.

If adding a new document, complete all required fields (*) and any of the other fields
as necessary. If you would like to return to this screen later, select the Mark for
review box provided on bottom left side of the screen. When complete, select the
Add Document button.

If you would like to make changes to a previously added document, select the
document and click on the Edit Document button. When finished, be sure to select
the Save Document button when finished.

If you would like to delete a document, select the document and click on the Delete
Document button.

Figure 6-24: Application Level Document
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5. The Documents Metadata screen appears. Complete all required fields (*) and any
of the other fields as necessary. If you would like to return to this screen later, select
the Mark for review box provided on bottom left side of the screen.

Select the View Summary button to return to the Package [Title] screen.

& Home L Settings

Figure 6-25: Application Level Document
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6. The Package [Title] screen displays the new application added to the package.

e-Dossier V1.05 e ==

U.5. ENVIRONMENTAL PROTECTION AGENCY
AAA @ Home 4% Settings @ Help About §f Exit

Homep Package [Chemical D Product Registratio...]

v Chemical D Product Registratior | Application Details: | Add / Edit

{=/EUP New Registration Name Test Spray
i=1Sec 3 -New Description
” Email :  sample@company.com
it o Application Type : New Registration
Regulatory Type : Experimental Use Permit - Section 5

Application Metadata: | Add / Edit

InitialSubmission : Yes

AdminNumber : 017289

RiskManager : 07

Description H

Documents: | Add / Edit
Contains
Type CBI? Name/MRID
Study Profile No Chemical D - study profile.docx

| Add | Delete Il Validate

Figure 6-26: Package Summary
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6.6 Delete an Application

1. From the Package [Title] screen, click on one of the applications listed in the
tree view provided on the left side of the screen, and then select the Delete button.

- ==
U.S. ENVIRONMENTAL PROTECTION AGENCY
AAA 4 Home % Settings @ Help About f Exit
Homeb P [Chemical D Product Regi 1

| v Chemical D Product Registratio.r; Application Details: | Add / Edit

{=/EUP New Registration Name : Test Spray
I=/Sec 3 -New Description
e Email . sample@company.com
g Tﬁi e AL Application Type : New Registration
Regulatory Type : Experimental Use Permit - Section 5
Application Metadata: | Add / Edit
InitialSubmission : Yes
AdminNumber : 017289
RiskManager 07
Description :
Documents: | Add / Edit
Contains
Type CBI? Name/MRID
Study Profile No Chemical D - study profile.docx

[ Add | [ Valldate |

Figure 6-27: Application Selection & Deletion

2. The Delete window appears asking if you would like to delete the application.
Select the Yes button.

Do you want to delete application [Test

AN spayp

Figure 6-28: Delete Window
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3. The Package [Title] window appears and the application selected for deletion is
no longer provided.
"[5] e-Dossier v 105 ==
I/fﬁ\ U.5, ENVIRONMENTAL PROTECTION AGENCY
w AAA 4 Home 4 Settings @ Help About g Exit

Home » Package [Chemical D Product Registratio...]

v Chemical D Product Registratior. Application Details: | Add / Edit

{= EUP New Registration Name : Sec 3 -New

=/Sec 3 -New Description
Email : sample@company.com
Application Type : New Registration
Regulatory Type : Distributor Product

Application Metadata: | Add / Edit

ParentSection3Number :

ProductName : Test
RiskManager : 173
Description :
Documents: | Add / Edit
Contains
Type CBI? Name/MRID
Study Profile No Chemical D - study profile.docx

| Add il Delete I Validate

Figure 6-29: Application Deleted
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7 Validate & Finalize a Non-EDSP Package

1. From the Package [Title] screen, select the VValidate button.

Application Type
Regulatory Type

Application Metadata: | Add ! Edit

e-Dossier  1.05 for-a- ==
U.5, ENVIRONMENTAL PROTECTION AGENCY
e AAA 4 Home i Settings @ Help About Jf Exit

Homed Package [Chemical D Product Registratio...]
v Chemical D Product Registratior Application Details: | Add / Edit

{=/EUP New Registration Name Test Spray

§=/Sec 3 -New Description

Email sample@company.com

New Registration
Experimental Use Permit - Section 5

InitialSubmission : Yes

AdminNumber 017289

RiskManager 07

Description

Documents: | Add / Edit
Contains
Type CBI? Name/MRID
Study Profile No Chemical D - study profile.docx

| Add | Delete ]@

Figure 7-1: Package Validate Button
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2. The Package Validation Summary screen appears.

If you marked a previous application screen for review, or if errors are found, these
are listed on the screen. If so, correct the errors identified and/or review the
application screens marked for review.

If not, a message appears stating “The package has been processed successfully.”
Select the Finalize button.

Note: Once a package is finalized, it can no longer be edited. The package can be
‘Reviewed’ before finalizing the package.

B e Dossier Builder g@@‘
I*);IF’I U.5. ENVIRONMENTAL PROTECTION AGENCY
& 3 i
s AAA & Home & Settings @ Help About W Exit
Home » Package [Chemical D Product Registratio...] » Validate

Package Validation Summary

Package Name:  Chemical D Product Registration
Application Count: 1

The package has bheen processed successfully
Flease click finalize huttan to finalize the package

Figure 7-2: Package Validation Summary

3. The Package Creation Successful screen appears. If you would like to open the
package storage location, select the Open the contain folder check box, and then
select the OK button. If not, just select the OK button.

Package Creation Successful

The Package has heen created in:
ChDocuments and SettingsiChristedh
A

edh-Chemical D Product Registration . zip

[| @pen the containing folder

Figure 7-3: Package Creation Successful

4. Once the package has been created, it is now ready to be submitted to EPA.

Directions for submitting the package can be found at the EPA OPP electronic
submission Web site.
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8 Create, Edit, and Delete an EDSP Package

8.1 Create an EDSP Package
1. From the Home screen, select the Create a New Package button.

B e Dossier Builder

Figure 8-1: Create a New Package
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2. The Confirmation Page appears. Click on the No button for creating a Non-EDSP
package.

ier Builder

U.5. ENVIRONMENTAL PROTECTION AGENCY

AAA @& Home 4 Settings @ Help About Exit

Figure 8-2: Create a EDSP Package Yes or No
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3. The New EDSP Package screen appears. Complete all required fields (*) and any of
the other fields as necessary, and then select the Next> button.

U.S, ENVIRONMENTAL PROTECTION AGENCY
AAA & Home $# Settings @ Help About ! Exit

Figure 8-3: Package Info
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4. The Document for the Package screen appears. Complete all required fields (*) and
any of the other fields as necessary, and then select the Add Document button.

820.1100-Amphibian Metamorphosis

820.1150-Androzen Receptor Binding

Figure 8-4: Add Package Document
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5. The document information is provided in the Documents table as shown below.
Note:

e When adding multiple documents, the last document added will be placed at
the bottom of the Documents table.

e Documents are not officially attached until the package is finalized.

Repeat step 6 if you would like to add additional documents to the package. Once
you have added all of the documents, select the View Summary button to continue.

e-Dossier V 1.05 [E=R[E=RE>T)

U.5, ENVIRONMENTAL PROTECTION AGENCY
AAA 4 Home 4 Settings @ Help About g Exit

Home =>[EDSP Package]» Documents

Company Document Number =

Document Title

Document Author (Use comma as separator)
Document Date # oA

Document Group {Document Group is Optional,Future Use, not Cumently used by EPA)

Contains CBI? . Yes ) N

Guideline Number # 8%0.1100-Amphibian Metamorphosis
890.1150-Androzen Receptor Binding I

880.1200-Aromatase

“Use Shift button to select multiple Guideline numbers

Documents:  [1]

Document Type Document# | File Name Location
Study Profile Study profile.d C:\Users\SEAU\Documents'\e-dossier\Study profile.c
(4] N
|| Mark for review | Add Document J | View Summary J

Figure 8-5: Package Document Added
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6. The Package [Title] screen appears listing the package details, application

information, and documents.

If you would like to add or edit package metadata, follow the steps provided in
section 8.3 (Add/Edit Package Metadata). If you would like to provide or edit

v2.1

package level documents, follow the steps provided in section 8.4 (Add/Edit Package

Level Documents).

If you would like to finalize the package, follow the steps provided in section 9

(Validate & Finalize an EDSP Package).

e-Dossier V1.05

Homep Package [EDSP Order 011001]

AAA @ Home

[E=0 E=E ™
U.5. ENVIRONMENTAL PROTECTION AGENCY
¥ Settings @ Help  About

v EDSP Order 011001 Package Details: | Add [ Edit

Packa

ge Name

Description

Email

Is PRIA

Conta

ct Profile

Documents: | Add / Edit

EDSP Order 011001

null
No
Profile 1

Type Co(rzlé?;ns Name
Study No Study profile.docx

Validate

Figure 8-6: Package [Title] Screen
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8.2 Continue a Saved EDSP Package
1. From the Home screen, select the Continue Saved Package button.

B e Dossier Builder

Figure 8-7: Continue Saved Package
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2. The Open Package screen appears and provides a listing of all packages. Click on
one of the packages listed, and then select the Open button.

£ e Dossier Builder

U.5. ENVIRONMENTAL PROTECTION AGENCY
pAA #Home & Settings @ Help About | Exit

Package Name Description Finalized

EDSP Order 011001 Thu, Oct 20,2011 420 PM
Consortia order rry package

EDSF order 011001 Thu, Oct 20,2011 3.33 P

Figure 8-8: Open Package Screen
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3. The Package [Title] screen appears. Continue with the creation of the package.
| e-Dossier V1.05 o] 3]

U.5. ENVIRONMENTAL PROTECTION AGENCY
AAA @ Home 4% Settings @ Help About g Exit

Homep Package [EDSP Order 011001]

v EDSP Order 011001 Package Details: | Add | Edit |
Package Name : EDSP Order 011001
Description E
Email : null
Is PRIA : No
Contact Profile : Profile 1

Documents: | Add [ Edit

Type Cocné?-;ns Name
Study No Study profile.docx

Validate

Figure 8-9: Package [Title] Screen
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8.3 Add/Edit Package Metadata
1. From the Package [Title] screen, select the Add/Edit button provided next to
Package Details.
] &-Dossier V105 = |

U.5. ENVIRONMENTAL PROTECTION AGENCY
aAAA @& Home % Settings @ Help About g Exit

Homep Package [EDSP Order 011001]

v EDSP Order 011001 Package Detail€ | Add / Edit |}

Package Name :  EDSP Order 011001
Description :

Email : null

Is PRIA : No

Contact Profile : Profile 1

Documents: | Add / Edit

Contains
Type CBI? Name

Study No Study profile.docx

Validate

Figure 8-10: Package Details Add/Edit
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2. The Package Info screen appears. Make desired changes, and then select the View
Summary button to return to the Package [Title] screen.

If you would like to provide or edit package documents, select the Next> button and
go to step 8 of section 8.4 (Add/Edit Package Level Documents).

Figure 8-11: Edit Package Info
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3. The Package [Title] screen appears and the changes made are provided in Package
Details.

e-Dossier V1.05 = R
/ﬁﬁ\ U.S. ENVIRONMENTAL PROTECTION AGENCY
3
U AAA @& Home ¥ Settings @ Help About Wi Exit

Homep Package [EDSP Order 011001]

v EDSP Order 011001 Package Details: | Add | Edit |
Package Name
Description ¥
Email : null
Is PRIA : No
Contact Profile : Profile 1

Documents: | Add [ Edit

Type Cogé?_i'ns Name
Study No |Study profile.docx

Validate

Figure 8-12: Package Info Change
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8.4 Add/Edit Package Level Documents

v2.1

1. From the Package [Title] screen, select the Add/Edit button provided next to

Documents.

e-Dassier V1.05

AAA

% Home

Homep Package [EDSP Order 011001]

=N Nl

U.S. ENVIRONMENTAL PROTECTION AGENCY
& Settings

@® Help About ¥ Exit

Package Details: | Add [ Edit |

Package Name
Description
Email

Is PRIA
Contact Profile

v EDSP Order 011001

EDSP Order 011001

null
No
Profile 1

Documents( Add / Edit )

Type Cocné?;ns Name
Study No |Study profile.docx

Validate

Figure 8-13: Package Document Add/Edit
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2. The Documents for the Package screen appears. Add another document or make
changes to a previously added document by selecting the document and clicking on
the Edit Document button. When editing a previously added document, be sure to
select the Save Document button when finished.

If you would like to delete a document, select the Delete Document button.
When complete, select the View Summary button.

Note: If adding multiple documents, the last document added will be placed at the
bottom of the Documents table. Additionally, documents are not officially attached
until the package is finalized.

e-Dossier V1.05 EI@

U.5, ENYIRONMENTAL PROTECTION AGENCY
AAA 4 Home 4 Settings @ Help About g Exit

Home >=[EDSP Package]» Documents

Documents for the Package
Package Name EDSP Order 011001
Order Number EDSP-011001-845

Document Type *| Please select an item ... il E
Document Location = Browse ...
Company Document Number
Document Title -
Document Author (Use comma as separator)
Document Date = o
Document Group {Document Group is Optional Future Use, not Cumently used by EPA}
Contains CBI? =_ Yes _ No
Guideline Number # 890 1100-Amphibian Metamorphosis : IL
820.1150-Androgen Receptor Binding F‘ e z
(<L " ____ ]
\v| Mark for review _ Add Document m

Figure 8-14: Edit Package Document
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3. The Package [Title] screen appears and the changes made are provided in
Documents.

e-Dossier V1.05 = R
t"ﬁ) U.S. ENVIRONMENTAL PROTECTION AGENCY
(o .
U AAA @ Home ¥ Settings @ Help About Wi Exit

Homep Package [EDSP Order 011001]

v EDSP Order 011001 Package Details: | Add | Edit
Package Name : EDSP Order 011001
Description k
Email : null
Is PRIA : No
Contact Profile : Profile 1

Documents: | Add / Edit

Type Cogé?_i'ns Name
Study No |Study profile.docx

Validate

Figure 8-15: Package [Title] Screen
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4. On the Document Metadata screen. If you would like to return to this screen later,
select the Mark for review box provided on bottom left side of the screen. Select
“View Summary’ button to go to Package[Title] screen

AAA & Home ¥# Settings @ Help About

300.1100-Amphibian Metamorphosis
300.1150-Androzen Receptor Binding
800.1200-Aromatase

Document Type File Name

Study Profile Study profile.d C\Users\SEAU\Documentsie-dossier\Study profile.¢

Figure 8-16: Documents Screen
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5. The Package [Title] screen appears and the Documents information is updated with
“*This section is marked for Review’. Select the Validate button to go to the Validate
screen

e-Dossier V1.05 =N EoR(5

U.5. ENVIRONMENTAL PROTECTION AGENCY
AAA 4 Home i3 Settings @ Help About | Exit

Home» Package [EDSP Order 011001]

v *EDSP Order 011001 Package Details: | Add [ Edit
Package Name :  EDSP Order 011001
Description 3
Email : null
Is PRIA : No
Contact Profile : Profile 2

Documents: | Add / Edit
*This section is marked for Review
R — p——

Type “”é'é‘f;':’ Name
Study Profile No Study profile.docx

Validate

Figure 8-17: Package [Title] Screen
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6. The Validate screen a message stating ‘Application [ Title] has been marked for
review.” Click the Review button to review the application and the Finalize button to
finalize the package.

e-Dossier V 1.05 =8 |ESE =3

U.S, ENVIRONMENTAL PROTECTION AGENCY
AAA @ Home % Settings @ Help About W Exit

Home e Package [EDSP Order 011001]» Validate

Package Validation Summary

Package Name: EDSP Order 011001
Application Coung-_1

@ [EDSP Order 011001] has been marked@

| Review J | Finalize |

Figure 8-18: Package Validation Summary

7. Once all applications, metadata, and documents have been added, the package can be
finalized following the steps provided in section 9 (Validate & Finalize an EDSP
Package).
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8.5 Open Package Level Documents
Note: This can only be completed if you have attached documents to the package.

1. From the Package [Title] screen, click on a document name provided in the
Documents table.

(=] e-Dossier v 105 fo e s
I.;’FE“".; U.5. ENYIRONMENTAL PROTECTION AGENCY
aAA & Home £ Settings @ Help About gf Exit
Homar Package [EDSP Order 011001)

v EDSP Ordder 011001 Package Detads: | Add [ Edit_
Package Mame : EDSP Order 011001
Description -
Email ;o null
Is PRIA : No
Contact Profile 1 Profile 1

Documents: | Add | Edit

Type t“{'é?;mi Mame
Study Mo | rofil

o

Validate
=

Figure 8-19: Select Package Document

2. The File Download window appears. Select the Open button.
File Download X

Do you want to open or zave this file?

@ j Mame: Chemical D - Study Profile.doc

Type: Microsoft Word Document, 19.5KE
From: C:Documents and Settings', Chrisi Desktop',...

q Open _]::{ Save l I Cancel ]

[+] dshwways ask before opening this type of file

harm your computer. If you do not trust the source, do not open or

|@ W'hile fileg fram the Intermet can be useful, some filez can potentially
b,
= zave this file. What's the risk?

Figure 8-20: File Download Window
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3. The document opens in Internet Explorer as demonstrated below.

\ -3 )+ Study Profile.docx - Microsoft Word - = x
@

| Home | Insert  Pagelayout  References  Mailings  Review  View  Acrobat

- &4 Find ~
AaBbCcDc | AaBbCeDe AaBbCi

2 Replace
T Normal 7 Mo Spaci.. Headingl - Change
La 91 = siyles~ || bi Select~

Study Profile

Figure 8-21: Package Level Document
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9 Validate & Finalize an EDSP Package

1. From the Package [Title] screen, select the VValidate button.

[=] e-Doier ¥ 155 [E=mEos ==
.':Ka\: U5, EMVIROMMENTAL PROTECTION AGENCY
v s A A & Home L Settings @ Help About M Euxit

Homa b Package [EDSP Ordar 2 1004)

v EDSP Ovder 011004 Package Details: | Add | Edit
Package Name :  EDSP Order 011001
Description :
Email o onull
Is PRIA : HNo
Contact Profile :  Profile 1

Docurnents | fdd f Edit

Contal |
Type ugﬂ??n5| Name |

[Study [No [Study profile.docs

Figure 9-1: Package Validate Button

75



eDossier Builder User Guide v2.1

2. The Package Validation Summary screen appears.

If you marked a previous application screen for review, or if errors are found, these
are listed on the screen. If so, correct the errors identified and/or review the
application screens marked for review.

If not, a message appears stating “The package has been processed successfully.”
Select the Finalize button.

Note: Once a package is finalized, it can no longer be edited. The package can be
‘Reviewed’ before finalizing the package.

e-Dossier V1.05 (=% NG =<=|
p U.S. ENVIRONMENTAL PROTECTION AGENCY
AAA & Home & Settings @ Help About Jf Exit

Homed Package [EDSP Order 011001]» Validate

Package Validation Summary

Package Name: EDSP Order 011001
Application Count: 1

The package has been processed successfully.
Please click finalize button to finalize the package.

Figure 9-2: Package Validation Summary

3. The Package Creation Successful screen appears. If you would like to open the
package storage location, select the Open the contain folder check box, and then
select the OK button. If not, just select the OK button.

Package Creation Successful

The Package has heen created in:
ChDocuments and SettingsiChristedh
As

edb-Chemical D Product Registration . zip

[] ©pen the containing folder

Figure 9-3: Package Creation Successful

4. Once the package has been created, it is now ready to be submitted to EPA.
Directions for submitting the package can be found at the EPA OPP electronic
submission Web site.
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10 Toolbar

Note: Instructions for using the Help and Settings links are provided in section 11
(System Help) and section 12 (Configuration) respectively.

10.1 Home

1. Atany time during the completion of your package, you can return to the Home
screen. To do so, select Home from the tool bar at top of the screen.

B e Dossier Builder

fi‘*}l __ U.S. ENVIRONMENTAL PROTECTION AGENCY

'@ AAA 4 Home & Settings @ Help About Wi Exit
————

Home » Open Package

Huorne

Package Name Description Mo of App Finalized
Jon Doe Chemical Package 1 @
Test Package? 1 Tue, Mar 2, 2010 10:20 AM @

Figure 10-1: Home Link

2. Once selected, the Home screen appears.
B e-Dossier Builder E]@@

U.5. ENVIRONMENTAL PROTECTION AGENCY
AAA @& Home 5 Settings @ Help About mf Exit

Home

~  Company Info

—_
S
‘ - Create a New Package
‘ : Continue Saved Package

‘ 3 ; Validate

- 4

Figure 10-2: Home Screen
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10.2 About

1. Atany time during the completion of your package, you can view information (e.g.,
version number, build number, etc.) about the version of eDossier Builder that you
are using. To do so, select About from the tool bar at top of the screen.

=¥ e -Dossier Builder

/ ?“\ U.5. ENVIRONMENTAL PROTECTION AGENCY
aAA 4 Home 2 Settings @ Help About = W Exit
C—

< Company Info ‘

Figure 10-3: About Link

2. Once selected, the About screen appears. To close the About screen, select the OK
button.

e-Dossier Builder

v1.04 Build_20111020165311-0400

Figure 10-4: About Screen
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11 System Help

If you have questions during the creation of the package, the resources described below
are available to assist you.

At any time during the completion of your package, you can view a brief description of a
field or button provided on a screen. This can be completed by scrolling over a field or
button as demonstrated below.

I

e-Dossier V1.05

U.5, ENYIRONM
AAA @ Home I Settings

Homep Package [Chemical D Product Registratio...]» Edit

Package Info

Package Name # Chemical D Product Registration

Descriptinn {Padkage Desoription is Optional for internal u

Is this PRIA? | | (Check this if this submission is subject to PRIA Fees)

{PRIA is Opticn used by EPA)

Company Eedfile =| Profile 1 | ‘r]

Company profile for the package.

Figure 11-1: Field Tooltip

A full description of the screen and its fields can be viewed by going to the Help screen
as instructed below.
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1. Select Help from the tool bar at top of the screen.

(=] e-Dossier V105 o[-0 ]
.j”a‘\.l U.5. ENVIROMMENTAL PROTECTION AGENCY
ey A A A & Home 4 Settings | @ Help © About W Exit
s
Home b Package [Chemscls B Product Registrams_ s Edd

Package Info

Package Name & Chemical D Product Regisiraton

Descriphion Pacsgs Daicription i Ogtional for istesal wss by company, sol CumenSy used By EPA]

Isthis PRIAY || (Check this if this submission is subgect to PRIA Fees)

PR b Optansl Futies Lia, not Comestly visd by EPA]

Company Profile »| Profile 1 .

Figure 11-2: Help Link

and Non-EDSP packages.

Once selected, the Help Details screen appears. There is a different screen for EDSP

The screen below provides a listing and description of all of the fields provided on the

current screen for Non-EDSP package.
To close the Help screen, select the X button.

| Help Details x

This is the Package Information screen where yvou can edit the
package name and description, choose the company profile, and
indicate if the submission is subject to PRIA fees,

Name [Description |
DA Mame given to a particular package. This field can
Nameg have numeric or string values, or any combination of

| both (e.g., BBG1234),
Description This field describes the package that is created and

is only for the internal reference of the creator.

The Pesticide Registration Improvement Renewal Act
. (PRIA 2), registration service fees is due at

Is this PRIA? application. The user should indicate whether the

package is subject to PRIA fees,

Company
Profile

Company profile for the package.

Figure 11-3: Non-EDSP Help Details

Additionally, a complete listing of the field descriptions is provided in Appendix A
(Non-EDSP Data Fields).

80



eDossier Builder User Guide v2.1

The screen below provides a listing and description of all of the fields provided on the
current screen for Non-EDSP package.

To close the Help screen, select the X button.
Help Details X
This is the New EDSP Package screen where yvou can provide
package information and link it to a company profile. additionally,

this screen allows vou to indicate if the submission is subject to
EDSP/Consortia provided in the package.

MName Description

?35?'%@“ Type of submission (EDSP/Consortia)

Packace MName given to a particular package. This field can

Nameg have numeric or string values, or any combination of

both (e.q., BBG1234).

Order Order Number given to a particular package. This

MNumber field can have only numeric {eg. EDSP-123456-345),
L This field describes the package that is created and

Description is only for the internal reference of the creator,

Company '

Profile Company profile for the package.

Figure 11-4: EDSP Help Details

Additionally, a complete listing of the field descriptions is provided in Appendix B
(Data Fields for EDSP Packages).
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12 Configuration

12.1 Package Storage Location

By default, the package you create will be stored at C:\Documents and
Settings\username\edb. Follow the steps listed below if you would like to view this
setting and/or change the storage location.

1. Select Settings from the tool bar provided at the top of screen.

B e-Dossier Builder

I{d‘i‘*}l U.5. ENVIRONMENTAL PROTECTION AGENCY
'Q';‘f) AAA & Home % Settings @ Help About M Exit
—

Home

Company Info ‘

Figure 12-1: Settings Link

2. The Configuration Settings screen appears. If you would like to change the file
location for storing the eDossier package, select the Browse... button.

Configuration Settings

Storage Directory ChDocuments and SettingshChrishedb

Font Size () Small = Medium () Large

| Save | Cancel | &

Figure 12-2: Configuration Settings
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3. The Browse For Folder screen appears. Select a folder to store the eDossier
package, and then select the Make New Folder button.

Browse For Folder,

Select

IC3) Documentum ~

IC3) efAccess

[ER®] =[10ssier Builder
£ Code Releases
uﬁ Functional Requirements
Lﬂ Protobype Change Requests
[ Screen Fields
@ Syskern Design Docurnent
[T User Guide

— T - ——

< >

ﬁakﬁNewFolde?b [ [o]4 l[ Cancel ]

W

Figure 12-3: Browse For Folder

4. A folder appears titled New Folder within the selected folder/location. If preferred,
enter a new name for the folder and then select the OK button.

Browse For Folder @

Select

[C5) Documentum ~
| eAccess
[= IC5) eDossier Builder

[ Code Releases

[25) Functional Requirements

ange Requests

[25) Screen Fields
uil Swskem Design Docurment
e -

4 >

W

Make Mew Folder ] d oK D Cancel

Figure 12-4: New Folder

5. The Browse for Folder screen closes and the newly selected location is provided in
the Storage Directory field of the Configuration Settings screen. Select the Save
button.
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Configuration Settings

Storage Directoryy  CiDocuments and Settings\ChrisiDeskiomEPA OPPeDossier BuilderiNew | Browse ...
FontSize () Small («) Medium O Large
I Save ‘ Cancel | @

Figure 12-5: Configuration Settings — New Storage Directory

6. The Configuration Settings window closes.
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12.2  Application Font Size

The application font size can be increased or decreased permanently or on a session basis.
The instructions to change the font size for each are provided below.

12.2.1 Permanent
1. Select Settings from the tool bar provided at the top of screen.

B e-Dossier Builder |z| |§| [g|

/di‘*}l U.5. ENVIRONMENTAL PROTECTION AGENCY
e AAA & Home & Settings @ Help About N Exit
——

Home

= Company Info ‘

Figure 12-6: Settings Link

2. The Configuration Settings screen appears. The default font size for the application is
Medium. Select the Small or Large radio button if you would like to decrease or
increase the font size, and then select the Save button.

Configuration Settings

Storage Directory ChDocuments and SettingshChrishedb Browse ...

Font Size 7 small () Medium U Large

@ Cancel | ©
—

Figure 12-7: Configuration Settings — Font Size

Note: The selected font size will appear throughout the application until it is changed
again.
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12.2.2 Current Session

If you would like, you can change the application font size for only the current session

from any application screen. By default, the application font size is set to Medium. As
shown below, the left A is for a Small font, the middle A is for a Medium font, and the
right A is a Large font.

Select the desired font size. The font size should change on the current screen and all
other application screens.

£ e Dossier Builder, |:”E| E|

- U.S. ENVIRONMENTAL PROTECTION AGENCY
aAA & Home & Settings @ Help About i Exit

Medium

~ Company Info ‘

Figure 12-8: Session Font
Note: The font size will remain throughout the session and will change back to the
default or previously saved (see Section 12.2.1 — Permanent) font size after the session is
terminated.
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13 Exit

1. Select Exit from the tool bar provided at the top of screen.

3 e -Dossier Builder

U.S. ENVIRONMENTAL PROTECTION AGENCY

AAA 4 Home % Settings ® Help About

Clase Application

-~ Company Info

Figure 13-1 Exit Link

2. The Close window appears asking if you would like to close the application. Select
the Yes button.

ant to close the

Figure 13-2: Close Window

3. The application closes.
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Appendix A: Non-EDSP Data Fields

Provided below is a table that lists all the data fields and description of each that is provided in Tool Tips and on the Help screen.

Field Name

Address

*Formal Change to the
existing company address
can be made only by
contacting EPA not through
this application.

‘ Tool Tips

Street address of the company.

v2.1

‘ Help

Street address of the company.

Administration
Number/Registration
Number

This field should contain the Admin Number,
tolerance petition number, experimental use
permit number, registration number, or SLN
number.

1. Must have between 4 and 50 characters.
2. Cannot contain spaces.

Application Name

Name given to the application that is to be
created.

This name will be the name displayed in the
summary screen.

Name given to the application that is to be
created.

This name will be the name displayed in the
summary screen.

Application Type

List of all Application types that can be added
or registered.

List of all Application types that can be added
or registered.

Author Person in charge for the contents of the Person in charge for the contents of the
document. document.
City City where the company is located. City where the company is located.

Comment (for Company
Information )

*Qptional, Future Use ,not
Currently used by EPA

Field for the submitting company to comment
on the company profile created. This is for
internal reference of the company.

Field for the submitting company to comment
on the company profile created. This is for
internal reference of the company.
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Field Name

Comments(for Documents
attached with the
application)

*QOptional, future use ,not
currently used by EPA

‘ Tool Tips

Field for the submitting company to comment
on the document being submitted.

v2.1

‘ Help

Field for the submitting company to comment
on the document being submitted.

Company Document
Number

*QOptional, future use ,not
currently used by EPA

This is a field is for providing the internal
reference of the registrant and specifies the
document number for the document
submitted by the registrant.

This is a field for providing the internal
reference of the registrant and specifies the
document number for the document
submitted by the registrant.

Company Name

Indicates the name of the company.

Indicates the name of the company

Company Number

Indicates the company number assigned by
EPA.

Indicates the company number assigned by
EPA.

Contains CBI

Indicates whether the contents of the
document are confidential or not.

Confidential Business Information field can
have any of the two values (Yes/No).

Yes indicates it contains CBI, and no
indicates it does not contain CBI.

It is the discretion of the user to mark a
document as confidential or non-confidential.

Country

Displays the country of the company.

Displays the country of the company.

Description (for Profile )
*QOptional, for internal use
by company, not currently
used by EPA

Description given to the profile created.

This field describes the profile that is created
and is only for the internal reference of the
creator.

Description (for Package)
*QOptional, for internal use
by company, not currently

used by EPA

Description given to the package created.

This field describes the package that is
created and is only for the internal reference
of the creator.
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Field Name

Description/Remarks (for
Application )

*QOptional, future use ,not
currently used by EPA

‘ Tool Tips

Allows the submitting company to provide
questions, notes, or other remarks. The
submitting company may enter any value
they wish into this field.

v2.1

‘ Help

Allows the submitting company to provide
questions, notes, or other remarks. The
submitting company may enter any value
they wish into this field.

Document Date

Specify a date to be linked to the document
(e.g., the creation date).

Specify a date to be linked to the document
(e.g., the creation date).

Document Group
*QOptional, future use ,not
currently used by EPA

Specify the document group to which the
document is related.

Specify the document group to which the
document is related.

Document Location

File location of the document.

File location of the document.

Document Title

Title given for the document.

Title given for the document.

Document Type

Select the document type for the application.

Select the document type for the application.

Email

Email address of the company contact person.

Email address of the company contact person.

Email [Package Info]

Email address of the Regulatory contact
person.

Email address of the Regulatory contact
person.

EPA MRID Number

*Root MRID Number will be
associated with this
particular application in this
package and cannot be
reused with any other
application/packages.

Refers to the MRID of the study being
submitted by the company or its lab.

Refers to the MRID of the study being
submitted by the company or its lab. For
Study Profiles/Summaries and supplemental
study data, use the MRID of the parent study.
MRIDs must be pre-assigned by EPA.
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Field Name
Fast Track

‘ Tool Tips

Enter a Fast Track Indicator for particular
Regulatory Type — Application Type
combinations.

v2.1

‘ Help

Enter a Fast Track Indicator for particular
Regulatory Type — Application Type
combinations. The only acceptable values for
the Fast Track Indicator field are as follows:
o Yes

o No

Guideline Number

Indicates the “Guideline Number” associated
with a study.

Indicates the “Guideline Number” associated
with a study. Provided only for Study
documents. However, if the study does not
have a guideline number or the number
entered is invalid, the package can still be
successfully created.

Lap Report Number

Refers to the internal identification number
for a study used by the lab that produced the
study.

Refers to the internal identification number
for a study used by the lab that produced the
study.

Me-Too Indicator

A “final” Me-Too Indicator for particular
Regulatory Type — Application Type
combinations.

A “final” Me-Too Indicator for particular
Regulatory Type — Application Type
combinations.

A "Me-Too" pesticide registration application
refers to a request to register a new pesticide
product that is identical in its uses and
formulation, substantially similar in its uses
and formulation to one or more products
currently registered and marketed in the
United States, or differing only in ways that
would not significantly increase the risk of
unreasonable adverse effects on the
environment.
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Field Name ‘ Tool Tips ‘ Help

Name Name of the company contact person. Name of the company contact person.
Package Name Name given to a particular package. Name given to a particular package. This
*QOptional, for internal use field can have numeric or string values, or
by company, not currently any combination of both (e.g., BBG1234).
used by EPA

Page count Refers to the number of pages in a study. Refers to the number of pages in a study

(including appendices) that is provided by the
submitting company or its lab. The value
entered should be numeric.

Petition Type A “final” Petition Type for particular * The acceptable values for the Petition Type
Regulatory Type — Application Type field will be dependent on the “Petition
combinations. Number Type” segment of the Petition

Number (the single character that follows the
“Year”).

* If the “Petition Number Type” is “E”, the

acceptable values for the Petition Type field
will be as follows:

0 Minor Use (IR-4/State)

0 Minor Use (Not IR-4)

0 Inert (Not IR-4)

0 Import

o If the “Petition Number Type” is “F”, the

acceptable values for the Petition Type field
will be as follows:

0 Raw Agricultural Commaodity

o If the “Petition Number Type” is “G”, the
acceptable values for the Petition Type field
will be as follows:

0 Temporary
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Field Name ‘ Tool Tips ‘ Help
o If the “Petition Number Type” is “H”, the
acceptable values for the Petition Type field
will be as follows:
o Food Additive
0 Temporary Food Additive
Phone Phone number of the company contact Phone number of the company contact
person. person.
Postal code Postal code of the location where the Postal code of the location where the
company is located. company is located.
PRIA Is this package subject to PRIA Fees? The Pesticide Registration Improvement

*QOptional, future use ,not
currently used by EPA

Renewal Act (PRIA 2), registration service
fees is due at application. The user should
indicate whether the package is subject to
PRIA fees.

Product Name

This field contains the name associated with
the product.

This field contains the name associated with
the product.

Profile Name

*QOptional, for internal use
by company, not currently
used by EPA

Name given to the profile created. The

Profile name created is for internal reference.

Name given to the profile created. This field
can have numeric or string values, or any
combination of both (e.g., alpha01).

Refer already submitted
document

Reference to a document that has already
been submitted.

Reference to a document that has already
been submitted. Please note that a reference
number (e.g., MRID number) is required to
be mentioned.

Referred document MRID
Number

The MRID number of a document that has
already been submitted.

The MRID number of a document that has
already been submitted. Please note that the
MRID number is required to be mentioned.
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Field Name
Regulatory Type

‘ Tool Tips

List of all Regulatory types that are selected
for the Application type.

v2.1

‘ Help

List of all Regulatory types that are selected
for the Application type.

Is this an initial
submission?

Field indicates whether the application is a
resubmission.

Field indicates whether the application is a
resubmission.

Risk Manager

The Risk Manager for the Regulatory type-
Application type. (example 01)

The Risk Manager for the particular
Regulatory type- Application Type should be
provided.

The information to be provided includes the
following:

o Division Name

0 Team Name

(example 01)

State

State where the company is located.

State where the company is located.

Title ( Contact Person
Title)

Title of the contact person. This could mean a
person other than the one submitting the
package.

Title of the contact person.
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Appendix B: Data Fields for EDSP Packages

Provided below is a table that lists all the data fields and description of each that is provided in Tool Tips and on the Help screen.

Field Name ‘ Tool Tips ‘ Help

Address

*Formal Change to the
existing company address
can be made only by
contacting EPA not through
this application.

Street address of the company.

Street address of the company.

City

City where the company is located.

City where the company is located.

Comment (for Company
Information )

*QOptional, Future Use ,not
Currently used by EPA

Field for the submitting company to comment
on the company profile created. This is for
internal reference of the company.

Field for the submitting company to comment
on the company profile created. This is for
internal reference of the company.

Comments(for Documents
attached with the
application)

*QOptional, future use ,not
currently used by EPA

Field for the submitting company to comment
on the document being submitted.

Field for the submitting company to comment
on the document being submitted.

Company Document
Number

This is a field is for providing the internal
reference of the registrant and specifies the
document number for the document
submitted by the registrant.

This is a field for providing the internal
reference of the registrant and specifies the
document number for the document
submitted by the registrant.

Company Name

Indicates the name of the company.

Indicates the name of the company.
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Field Name
Company Number

‘ Tool Tips

Indicates the company number assigned by
EPA.

v2.1

‘ Help

Indicates the company number assigned by
EPA.

Company Profile

Company profile for the package.

Company profile for the package.

Contains CBI

Indicates whether the contents of the
document are confidential or not.

Confidential Business Information field can
have any of the two values ( Yes/No).

Yes indicates it contains CBI, and no
indicates it does not contain CBI.

It is the discretion of the user to mark a
document as confidential or non-confidential

Country

Displays the country of the company.

Displays the country of the company.

Description (for Profile )
*QOptional, for internal use
by company, not currently
used by EPA

Description given to the profile created.

This field describes the profile that is created
and is only for the internal reference of the
creator.

Description (for Package)
*Optional, for internal use
by company, not currently

used by EPA

Description given to the package created.

This field describes the package that is
created and is only for the internal reference
of the creator.

Document Author

Person in charge for the contents of the
document.

Person in charge for the contents of the
document.

Document Date

Specify a date to be linked to the document
(e.g., the creation date).

Specify a date to be linked to the document
(e.g., the creation date).

Document Group
*Qptional, future use ,not
currently used by EPA

Specify the document group to which the
document is related.

Specify the document group to which the
document is related.
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Field Name
Document Location

‘ Tool Tips
File location of the document.

v2.1

‘ Help
File location of the document.

Document Title

Title given for the document.

Title given for the document.

Document Type

Select the document type for the application.

Select the document type for the application.

Email

Email address of the company contact person.

Email address of the company contact person.

EPA MRID Number

Refers to the MRID of the study being
submitted by the company or its lab.

Refers to the MRID of the study being
submitted by the company or its lab. For
Study Profiles/Summaries and supplemental
study data, use the MRID of the parent study.
MRIDs must be pre-assigned by EPA.

Guideline Number

Indicates the “Guideline Number” associated
with the document.

Indicates the “Guideline Number” associated
with the document submitted. Displays the
guideline number for the 11 assays.

Key Type

Indicates whether a study has been published
and made publicly available.

Indicates whether a study has been published
and made publicly available.

Lap Report Number

Refers to the internal identification number
for a study used by the lab that produced the
study.

Refers to the internal identification number
for a study used by the lab that produced the
study.

Name

Name of the company contact person.

Name of the company contact person.

Order Number

This field should contain the EDSP or
Consortia Order Number.

The order number must have maximum of 12
digits which is the PCcode and the sequence
number. The order number will be prefixed
by 'EDSP' for EDSP orders and 'CON' for
consortia orders.
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Field Name ‘ Tool Tips ‘ Help

Package Name Name given to a particular package. Name given to a particular package. This
field can have numeric or string values or any
combination of both (e.g., BBG1234).

Phone Phone number of the company contact Phone number of the company contact
person. person.
Postal code Postal code of the location where the Postal code of the location where the
company is located. company is located.
Risk Manager The Risk Manager for the Regulatory type- The Risk Manager for the particular
Application type. (example 01) Regulatory type- Application Type should be
provided.
The information to be provided includes the
following:
o0 Division Name
0 Team Name

(example 01)

Select the Submission Type | List of all Application types that can be added | List of Submission types (EDSP or

or registered. This will be either EDSP or Consortia) that can be submitted.
Consortia.
State State where the company is located. State where the company is located.
Title Title of the contact person. This could mean a | Title of the contact person.

person other than the one submitting the
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Field Name ‘ Tool Tips ‘ Help
package.
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